FDA PUBLIC MEETING
DRAFT GUIDANCE FOR INDUSTRY:
DEVELOPING MEDICAL IMAGING

DRUGS AND BIOLOGICS

March 26, 1999

AGENDA

L INTRODUCTORY REMARKS

FDA
Concil on Radionuclides and Radiopharmaceuticals (CORAR)
Medical Imaging Contrast Agent Association (MICAA)

1L GROUP 1

A. FDA Intent of Group 1 and Update

B RADIOPHARMACEUTICAL ISSUES
(CORAR Perspectives)

1. Nonclinical Group 1 Entry Criteria
Rationale & Definition of NOUEL Terminology
Pharmacology/Toxicology Animal Studies
Pharmacokinetics, Metabolism, Pharmacodynamics

2. Clinical Trial Information

Pharmacokinetics, Metabolism, Pharmacodynamics
Clinical Monitoring in Phase 1,2 & 3

C. CONTRAST DRUGS
(MICCA Perspsecitives)

1. Nonclinical Group 1 Entry Criteria
Rationale & Definition of NOUEL Terminology
Pharmacology/Toxicology Animal Studies
Pharmacokinetics, Metabolism, Pharmacodynamics

2. Clinical Trial Information

Pharmacokinetics, Metabolism, Pharmacodynamics
Clinical Monitoring in Phase 1,2 & 3
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BLINDED READING
A. FDA Update
B. Industry Comments

Use of fully informed blinded reads or on site image interpretation in the
package insert

INDICATIONS AND CLINICAL DESIGN DISCUSSION
A. FDA Update
B. Industry Comments
1 Indication Categories
2 Clinical Benefit / Utility
3. Comparators
4 Standard of Truth
OPEN COMMENT

ADJOURN

t



CBER

Sharon Risso
Rebecca Devine
George Mills
Mark Brunswick
Steve Falter
Bette Goldman

Betty Shaw

oC

David Horowitz

ATTENDEES

CDER

Jane Axelrad
Patricia Love
Victor Raczkowski
Brian Pendleton

Robert K. Leedham

CDRH

Don Thompson



MICAA

Len Baum

Advanced Magnetics Blinded Reads

Gordon Brandt, M.D.
Sonus

Mark Carvlin
Bracco Diagnostics

Hank Goldstein, M.D.
Berlex Laboratories

James Keller
Mallinckrodt Inc.

Robert Morgan
DuPont Pharmaceuticals

Susan Olinger
Nuclear Cardiology

Rick Pate, M.D.
Berlex Laboratories

Richard White
Alpine Group

ATTENDEES

CORAR
Manuel Cerqueria, M.D.

Alan Kirschenbaum
Hymen Phelps

Robert Morgan
DuPont Pharmaceuticals

Adrian Nunn
Bracco Research

Susan Olinger
Nycomed Amersham

Marty Rosenberg, M.D.
DuPont Pharmaceuticals

Robert Siegler
DuPont Pharmaceuticals

American Society of Nuclear Cardiology

Richard White
Alpine Group



FDA OPEN PUBLIC MEETING
DRAFT GUIDANCE FOR INDUSTRY:
DEVELOPING MEDICAL IMAGING

DRUGS AND BIOLOGICS

FIRST NAME

LAST NAME

=MARCH 26, 1999

AFFILIATION
e oo Bola~ T Serus  PAMNACE TreAe &

"\ /Try [aekac | FOASHIED 160
* Uog éof YN og A Dau (()oaﬂ’
:' Kgmfﬂ r C bR Du Pour
_ )‘@beﬂf VLMQ'H‘?Z L DiaTine

1 Ve (Qong Unw. of kY
Z' S/u&’hd O/IM | /L/ € Oyne et ﬂme/’&/ld—/v
" udih | Jmm Mgk mershers
_ Kodss Lot N&f(e/w&ed Aot
RS, B llopn: Maceed  Hmershem
" Jgeamy et D AN M
N ,}4f G , @fg@,ﬂ-‘ar . ,*5%%,,%
* Netsor | V-th; Terp/ red /ﬁPp [ €O
i ""”72‘77((( : Live FDA Z[ﬂ’l) "
e /‘75///7” /\oJf’?J(fW /7u/ a7 //mmwoeu,ﬁCa /J
" LQV) @c\vr/! / /G L‘/V‘W“-f\J‘MQrN s »’Y\
"1 Bob Yoo Bk HED- [P0
U Bl | e At o -
z(: 05/1:& @Co’fch,ugty P(p,‘p,?l g/}??«ac//'(’a/
e Co s FA/ HFp~200
23' 9/%1@@/ Cumipera ey
2; Alex ‘:]Ll JISY AelespheaCo, Tue |

| JAme \ﬁe—\\‘@’ YWed e ¢ GJA”
25._|{ XS hoo €OV oA G

Holunmaos ~




FDA OPEN PUBLIC MEETING
DRAFT GUIDANCE FOR INDUSTRY:
DEVELOPING MEDICAL IMAGING

DRUGS AND BIOLOGICS

MARCH 26, 1999

FIRST NAME LAST NAME AFFILIATION
26. “I\\f\\( R\SS\:\ E\?\)\
i /rdl/vu CL Cco L/ f\’
2 Acar ‘(‘\2 SEREA G| A AY/‘\/-\,U‘ @H?\W‘) ~ /e AJ AMpeA
> | Lenn EAS Tl
30' Con e M e 67;08,4 , V"(DS Noxclz\,_
A WP A g | D & e e
" Tune Mdeson | Bevlep | .
33.
7 Z—} r\J r 141 7,,,5,0'_34/ o M:Lt( :
© Nl 7r1ff 09 Eor
> S dirre u/wwmﬁ’ Couwswit, /Y~
P Raconn | Gelnsmrm | Rapeimy
37. KO\M\ .*“}'%M) 7 7 A z
B Etdon 7 EUTZ{NGA g
” ,Soni‘u Castillo c&P [oR
o hAalkee e
4. gbl)L‘/\M M v\\'\‘qq\; L) bb%ﬂ I O/G
Y Qe |oewska (Dew
Y s RuCTLES. TR
T MAre | CBCER
P Daad Lee Y
T Michae | Noska ( BEK
T Ruovd | Hu Beotey

hibepoel Selozar] ¥ D0 [ s
Q , ,



FDA OPEN PUBLIC MEETING
DRAFT GUIDANCE FOR INDUSTRY:
DEVELOPING MEDICAL IMAGING

DRUGS AND BIOLOGICS
MARCH 26, 1999
FIRST NAME LAST NAME AFFILIATION
* ZBC( v { < 'CJ,Q v win N‘7 C‘WT/
* | fozsser Mok« PYMCED [ ThodETICS
51. :
z i AAJQW‘/ : kéu VS - %t OLM
2 0% W55 /(7/7/ /M Mcu(o,cax/f('g‘ //LC‘_
Y Sovelas ?@7@ /Dy
54,
20LMAN wz/ s
Geeacn | Vicius | PETNe Puausccno S
O RN | LAFRAN<E | |
57. .
_ ,C‘N"O\, Heock L Goulfnst
. \‘\Ug‘aa MGLL(“I S B‘OCZO"'
59 |, .
e Mg /mﬁ
61,
, ﬂLFI&LfDERlCM JoNE S FDA /H FD-lle
62
- Robeot Zelle. Accnphene_.
. Willip o k’[@(p/; TRk FARExrL /5@1(/\)5
o %‘,L, AS &)‘c {D\_)i lc N ACJ;P he R
1 Maan e r~Shyies, C 472 R/ Dier /M4
o Rﬁk@c‘fﬁt ?;eﬂuj\—? CBR
T S coE@
G8. .
_ Rrcignd WOy C‘@-Q PS’;H(VUQ SVOUN
. Aa‘vﬂé ‘/iéc,/b/\ F\%/@’CO’U




. | 87

FDA OPEN PUBLIC MEETING
DRAFT GUIDANCE FOR INDUSTRY:
DEVELOPING MEDICAL IMAGING

DRUGS AND BIOLOGICS
MARCH 26, 1999

FIRST NAME Lact NAme A e balion)

" MQJ«ATQ LAN YoN U A

71.

72.

73.

74.

75.

76.

717.

78.

79.

0.

81

82

83.

84.

83,

86,

$8.

89,

90.

91.




